
PRODUCT INFORMATION

ZANTAC!

(ranitidine hydrochloride)
Injection

ZANTAC!

(ranitidine hydrochloride)
Injection Premixed

DESCRIPTION:"#$%"&'()*%")+,-%.)%+(")+"/01#02"3+4%'()5+"&+."/01#02"3+4%'()5+"6-%7)8%.")9
-&+)().)+%"$:.-5'$;5-).%"<=2;>?"&"$)9(&7)+%"=@A-%'%B(5-"&+(&,5+)9(C"2$%7)'&;;:")(")9"1D@ADDDEA
D<.)7%($:;&7)+5>7%($:;FA@AGH-&+:;F7%($:;F($)5F%($:;FA1′A7%($:;A@A+)(-5AI?IA%($%+%.)&7)+%?
$:.-5'$;5-).%C"3("$&9"($%"G5;;5J)+,"9(-H'(H-%K

#$%"%7B)-)'&;"G5-7H;&")9"2IL=@@1MNLO•=2;?"-%B-%9%+()+,"&"75;%'H;&-"J%),$("5G"LEPCQRC
S&+)().)+%"=2;")9"&"J$)(%"(5"B&;%":%;;5J?",-&+H;&-"9HT9(&+'%"($&(")9"95;HT;%")+"J&(%-C
/01#02"3+4%'()5+")9"&"';%&-?"'5;5-;%99"(5":%;;5J?"+5+B:-5,%+)'";)UH).C"#$%":%;;5J"'5;5-"5G"($%

;)UH)."(%+.9"(5")+(%+9)G:"J)($5H("&.*%-9%;:"&GG%'()+,"B5(%+':C"#$%"B="5G"($%")+4%'()5+"95;H()5+")9"VCR
(5"RCLC
Sterile Injection for Intramuscular or Intravenous Administration:"W&'$"I"7X"5G"&UH%5H9
95;H()5+"'5+(&)+9"-&+)().)+%"@E"7,"<&9"($%"$:.-5'$;5-).%>Y"B$%+5;"E"7,"&9"B-%9%-*&()*%Y"&+."PCZV"7,
5G"75+5T&9)'"B5(&99)H7"B$59B$&(%"&+."@CM"7,"5G".)T&9)'"95.)H7"B$59B$&(%"&9"THGG%-9C
Sterile, Premixed Solution for Intravenous Administration"in Single-Dose,"Flexible Plastic
Containers:"W&'$"EP"7X"'5+(&)+9"-&+)().)+%"=2;"%UH)*&;%+("(5"EP"7,"5G"-&+)().)+%?"95.)H7"'$;5-).%
@@E"7,?"&+."')(-)'"&')."IE"7,"&+.".)T&9)'"95.)H7"B$59B$&(%"ZP"7,"&9"THGG%-9")+"J&(%-"G5-")+4%'()5+C
3("'5+(&)+9"+5"B-%9%-*&()*%9C"#$%"5975;&-)(:"5G"($)9"95;H()5+")9"IQP"7N97[X"<&BB-58C>?"&+."($%"B=")9
VCR"(5"RCLC
#$%"G;%8)T;%"B;&9()'"'5+(&)+%-")9"G&T-)'&(%."G-57"&"9B%')&;;:"G5-7H;&(%.?"+5+B;&9()')\%.?

($%-75B;&9()'"'5AB5;:%9(%-"<2SL>C"]&(%-"'&+"B%-7%&(%"G-57")+9).%"($%"'5+(&)+%-")+(5"($%"5*%-J-&B
TH("+5(")+"&75H+(9"9HGG)')%+("(5"&GG%'("($%"95;H()5+"9),+)G)'&+(;:C"O5;H()5+9")+9).%"($%"B;&9()'
'5+(&)+%-"&;95"'&+";%&'$"5H("'%-(&)+"5G"($%"'$%7)'&;"'57B5+%+(9")+"*%-:"97&;;"&75H+(9"T%G5-%"($%
%8B)-&()5+"B%-)5.")9"&((&)+%.C"=5J%*%-?"($%"9&G%(:"5G"($%"B;&9()'"$&9"T%%+"'5+G)-7%."T:"(%9(9")+
&+)7&;9"&''5-.)+,"(5"^O6"T)5;5,)'&;"9(&+.&-.9"G5-"B;&9()'"'5+(&)+%-9C

CLINICAL PHARMACOLOGY:"/01#02")9"&"'57B%()()*%?"-%*%-9)T;%")+$)T)(5-"5G"($%"&'()5+"5G
$)9(&7)+%"&("($%"$)9(&7)+%"=@A-%'%B(5-9?")+';H.)+,"-%'%B(5-9"5+"($%",&9(-)'"'%;;9C"/01#02".5%9"+5(
;5J%-"9%-H7"2&__")+"$:B%-'&;'%7)'"9(&(%9C"/01#02")9"+5("&+"&+()'$5;)+%-,)'"&,%+(C
Pharmacokinetics: Absorption: /01#02")9"&T95-T%."*%-:"-&B).;:"&G(%-")+(-&7H9'H;&-"<3`>
)+4%'()5+C"`%&+"B%&a";%*%;9"5G"ERV"+,[7X"5''H-"J)($)+"IE"7)+H(%9"5-";%99"G5;;5J)+,"&"EPA7,"3`
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.59%C"0T95-B()5+"G-57"3`"9)(%9")9"*)-(H&;;:"'57B;%(%?"J)($"&"T)5&*&);&T);)(:"5G"ZPb"(5"IPPb
'57B&-%."J)($")+(-&*%+5H9"<3c>"&.7)+)9(-&()5+C"d5;;5J)+,"5-&;"&.7)+)9(-&()5+?"($%"T)5&*&);&T);)(:
5G"/01#02"#&T;%(9")9"EPbC

Distribution: #$%"*5;H7%"5G".)9(-)TH()5+")9"&T5H("ICM"X[a,C"O%-H7"B-5(%)+"T)+.)+,"&*%-&,%9
IEbC

Metabolism: 3+"$H7&+9?"($%"1A58).%")9"($%"B-)+')B&;"7%(&T5;)(%")+"($%"H-)+%Y"$5J%*%-?"($)9
&75H+(9"(5"eMb"5G"($%".59%C"N($%-"7%(&T5;)(%9"&-%"($%"OA58).%"<Ib>"&+."($%".%97%($:;"-&+)().)+%
<Ib>C"#$%"-%7&)+.%-"5G"($%"&.7)+)9(%-%.".59%")9"G5H+.")+"($%"9(55;C"O(H.)%9")+"B&()%+(9"J)($"$%B&()'
.:9GH+'()5+"<'57B%+9&(%."')--$59)9>")+.)'&(%"($&("($%-%"&-%"7)+5-?"TH("';)+)'&;;:")+9),+)G)'&+(?
&;(%-&()5+9")+"-&+)().)+%"$&;GA;)G%?".)9(-)TH()5+?"';%&-&+'%?"&+."T)5&*&);&T);)(:C

Excretion: d5;;5J)+,"3c")+4%'()5+?"&BB-58)7&(%;:"RPb"5G"($%".59%")9"-%'5*%-%.")+"($%"H-)+%"&9
H+'$&+,%.".-H,C"S%+&;"';%&-&+'%"&*%-&,%9"ELP"7X[7)+?"J)($"&"(5(&;"';%&-&+'%"5G"RVP"7X[7)+C"#$%
%;)7)+&()5+"$&;GA;)G%")9"@CP"(5"@CE"$5H-9C
d5H-"B&()%+(9"J)($"';)+)'&;;:"9),+)G)'&+("-%+&;"GH+'()5+")7B&)-7%+("<'-%&()+)+%"';%&-&+'%"@E"(5

LE"7X[7)+>"&.7)+)9(%-%."EP"7,"5G"-&+)().)+%")+(-&*%+5H9;:"$&."&+"&*%-&,%"B;&97&"$&;GA;)G%"5G
MCQ"$5H-?"&"-&+)().)+%"';%&-&+'%"5G"@Z"7X[7)+?"&+."&"*5;H7%"5G".)9(-)TH()5+"5G"ICRV"X[a,C"3+
,%+%-&;?"($%9%"B&-&7%(%-9"&BB%&-"(5"T%"&;(%-%.")+"B-5B5-()5+"(5"'-%&()+)+%"';%&-&+'%"<9%%"fNO0gW
01f"0f`313O#S0#3N1>C

Geriatrics:"#$%"B;&97&"$&;GA;)G%")9"B-5;5+,%."&+."(5(&;"';%&-&+'%")9"-%.H'%.")+"($%"%;.%-;:
B5BH;&()5+".H%"(5"&".%'-%&9%")+"-%+&;"GH+'()5+C"#$%"%;)7)+&()5+"$&;GA;)G%")9"LCI"$5H-9"<9%%
6SW20^#3N1OK"g%-)&(-)'"^9%"&+."fNO0gW"01f"0f`313O#S0#3N1K"f59&,%"0.4H9(7%+(
G5-"6&()%+(9"J)($"37B&)-%."S%+&;"dH+'()5+>C

Pediatrics: #$%-%"&-%"+5"9),+)G)'&+(".)GG%-%+'%9")+"($%"B$&-7&'5a)+%()'"B&-&7%(%-"*&;H%9"G5-
-&+)().)+%")+"B%.)&(-)'"B&()%+(9"<G-57"I"75+($"HB"(5"IV":%&-9"5G"&,%>"&+."$%&;($:"&.H;(9"J$%+
'5--%'()5+")9"7&.%"G5-"T5.:"J%),$(C"#$%"B$&-7&'5a)+%()'9"5G"/01#02")+"B%.)&(-)'"B&()%+(9"&-%
9H77&-)\%.")+"#&T;%"IC

Table 1: Ranitidine Pharmacokinetics in Pediatric Patients Following IV Dosing

65BH;&()5+
<&,%> +

f59%
<7,[a,>

#h
<$5H-9>

c.
<X[a,>

2XB
<7X[7)+[a,>

6%B()'"H;'%-".)9%&9%
<eV":%&-9>
<V"i"IICZ":%&-9>
<jI@":%&-9>
0.H;(9

V
II
V
V

IC@E"5-"@CE
IC@E"5-"@CE
IC@E"5-"@CE
@CE

@C@
@CI
ICR
ICZ

IC@Z
ICIM
PCZQ
ICPM

IICMI
QCZV
ZCQZ
QCRR

6%B()'"H;'%-".)9%&9%
" <LCE"i"IV":%&-9> I@ PCIL"i"PCQP ICQ @CL

RZE"7X[7)+[ICRL[7@

2$);.-%+")+")+(%+9)*%"'&-%
<I".&:"i"I@CV":%&-9> IR ICP @CM @ IICR

1%5+&(%9"-%'%)*)+,
W2`N

I@ @ VCV ICQ MCL

#h"k"#%-7)+&;"$&;GA;)G%Y"2XB"k"6;&97&"';%&-&+'%"5G"-&+)().)+%C
W2`N"k"%8(-&'5-B5-%&;"7%7T-&+%"58:,%+&()5+C
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6;&97&"';%&-&+'%")+"+%5+&(&;"B&()%+(9"<;%99"($&+"I"75+($"5G"&,%>"-%'%)*)+,"W2`N"J&9
'5+9).%-&T;:";5J%-"<L"(5"M"7X[7)+[a,>"($&+"5T9%-*%.")+"'$);.-%+"5-"&.H;(9C"#$%"%;)7)+&()5+"$&;GA
;)G%")+"+%5+&(%9"&*%-&,%9"VCV"$5H-9"&9"'57B&-%."(5"&BB-58)7&(%;:"@"$5H-9")+"&.H;(9"&+."B%.)&(-)'
B&()%+(9C
Pharmacodynamics: O%-H7"'5+'%+(-&()5+9"+%'%99&-:"(5")+$)T)("EPb"5G"9()7H;&(%.",&9(-)'"&').
9%'-%()5+"&-%"%9()7&(%."(5"T%"LV"(5"ZM"+,[7XC"d5;;5J)+,"9)+,;%"3c"5-"3`"EPA7,".59%9?"9%-H7
'5+'%+(-&()5+9"5G"/01#02"&-%")+"($)9"-&+,%"G5-"V"(5"Q"$5H-9C

Antisecretory Activity:"1. Effects on Acid Secretion:"/01#02"3+4%'()5+")+$)T)(9"T&9&;",&9(-)'
&')."9%'-%()5+"&9"J%;;"&9",&9(-)'"&')."9%'-%()5+"9()7H;&(%."T:"T%(&\5;%"&+."B%+(&,&9(-)+?"&9"9$5J+")+
#&T;%"@K

Table 2: Effect of Intravenous ZANTAC on Gastric Acid Secretion

#)7%"0G(%-"f59%?
$

b"3+$)T)()5+"5G"g&9(-)'"0')."NH(BH(
T:"3+(-&*%+5H9"f59%?"7,

@P"7, VP"7, IPP"7,
l%(&\5;% ^B"(5"@ ZL ZZ ZZ
6%+(&,&9(-)+ ^B"(5"L MR VV RR

3+"&",-5HB"5G"IP"a+5J+"$:B%-9%'-%(5-9?"-&+)().)+%"B;&97&";%*%;9"5G"RI?"IQP?"&+."LRV"+,[7X
)+$)T)(%."T&9&;"&')."9%'-%()5+"T:"RVb?"ZPb?"&+."ZZCEb?"-%9B%'()*%;:C
3("&BB%&-9"($&("T&9&;A"&+."T%(&\5;%A9()7H;&(%."9%'-%()5+9"&-%"759("9%+9)()*%"(5")+$)T)()5+"T:

/01#02?"J$);%"B%+(&,&9(-)+A9()7H;&(%."9%'-%()5+")9"75-%".)GG)'H;("(5"9HBB-%99C
2. Effects on Other Gastrointestinal Secretions:

Pepsin:"/01#02".5%9"+5("&GG%'("B%B9)+"9%'-%()5+C"#5(&;"B%B9)+"5H(BH(")9"-%.H'%.")+
B-5B5-()5+"(5"($%".%'-%&9%")+"*5;H7%"5G",&9(-)'"4H)'%C

Intrinsic Factor: /01#02"$&9"+5"9),+)G)'&+("%GG%'("5+"B%+(&,&9(-)+A9()7H;&(%.")+(-)+9)'"G&'(5-
9%'-%()5+C

Serum Gastrin:"/01#02"$&9";)((;%"5-"+5"%GG%'("5+"G&9()+,"5-"B59(B-&+.)&;"9%-H7",&9(-)+C
Other Pharmacologic Actions:
a. g&9(-)'"T&'(%-)&;"G;5-&m)+'-%&9%")+"+)(-&(%A-%.H')+,"5-,&+)979?"9),+)G)'&+'%"+5("a+5J+C
b. 6-5;&'()+";%*%;9m+5"%GG%'(")+"-%'577%+.%."5-&;"5-")+(-&*%+5H9"<3c>".59&,%?"TH("97&;;?

(-&+9)%+(?".59%A-%;&(%.")+'-%&9%9")+"9%-H7"B-5;&'()+"$&*%"T%%+"-%B5-(%."&G(%-"3c"T5;H9")+4%'()5+9"5G
IPP"7,"5-"75-%C

c. N($%-"B)(H)(&-:"$5-75+%9m+5"%GG%'("5+"9%-H7",5+&.5(-5B)+9?"#O=?"5-"g=C"6599)T;%
)7B&)-7%+("5G"*&95B-%99)+"-%;%&9%C

d. 15"'$&+,%")+"'5-()95;?"&;.59(%-5+%?"&+.-5,%+?"5-"%9(-5,%+";%*%;9C
e."15"&+()&+.-5,%+)'"&'()5+C
f. 15"%GG%'("5+"'5H+(?"75();)(:?"5-"75-B$5;5,:"5G"9B%-7C
Pediatrics:"#$%"-&+)().)+%"'5+'%+(-&()5+"+%'%99&-:"(5"9HBB-%99"T&9&;"&')."9%'-%()5+"T:"&(";%&9(

ZPb"$&9"T%%+"-%B5-(%."(5"T%"MP"(5"VP"+,[7X")+"B%.)&(-)'"B&()%+(9"J)($".H5.%+&;"5-",&9(-)'"H;'%-9C
3+"&"9(H.:"5G"@P"'-)()'&;;:");;"B%.)&(-)'"B&()%+(9"-%'%)*)+,"-&+)().)+%"3c"&("I"7,[a,"%*%-:"V"$5H-9?

IP"B&()%+(9"J)($"&"T&9%;)+%"B=≥M"7&)+(&)+%."($)9"T&9%;)+%"($-5H,$5H("($%"9(H.:C"W),$("5G"($%
-%7&)+)+,"IP"B&()%+(9"J)($"&"T&9%;)+%"5G"B=≤@"&'$)%*%."B=≥M"($-5H,$5H("*&-:)+,"B%-)5.9"&G(%-



ZANTAC® (ranitidine hydrochloride) Injection
ZANTAC® (ranitidine hydrochloride) Injection Premixed

4

.59)+,C"3("9$5H;."T%"+5(%.?"$5J%*%-?"($&("T%'&H9%"($%9%"B$&-7&'5.:+&7)'"B&-&7%(%-9"J%-%
&99%99%.")+"'-)()'&;;:");;"B%.)&(-)'"B&()%+(9?"($%".&(&"9$5H;."T%")+(%-B-%(%."J)($"'&H()5+"J$%+".59)+,
-%'577%+.&()5+9"&-%"7&.%"G5-"&";%99"9%-)5H9;:");;"B%.)&(-)'"B5BH;&()5+C
3+"&+5($%-"97&;;"9(H.:"5G"+%5+&(&;"B&()%+(9"<+"k"E>"-%'%)*)+,"W2`N?",&9(-)'"B=<M"B-%(-%&(7%+(

)+'-%&9%."(5">M"&G(%-"&"@"7,[a,".59%"&+."-%7&)+%."&T5*%"M"G5-"&(";%&9("IE"$5H-9C
Clinical Trials: Active Duodenal Ulcer:"3+"&"7H;()'%+(%-?".5HT;%AT;)+.?"'5+(-5;;%.?"^O"9(H.:"5G
%+.59'5B)'&;;:".)&,+59%.".H5.%+&;"H;'%-9?"%&-;)%-"$%&;)+,"J&9"9%%+")+"($%"B&()%+(9"(-%&(%."J)($"5-&;
/01#02"&9"9$5J+")+"#&T;%"LK

Table 3: Duodenal Ulcer Patient Healing Rates

N-&;"/01#02n N-&;"6;&'%T5n
1H7T%-
W+(%-%.

=%&;%.[
W*&;H&T;%

1H7T%-
W+(%-%.

=%&;%.[
W*&;H&T;%

NH(B&()%+(9
]%%a"@

]%%a"M
IZE

VZ[IQ@
<LQb>o

ILR[IQR
<RLb>o

IQQ

LI[IVM
<IZb>

RV[IVQ
<MEb>

n0;;"B&()%+(9"J%-%"B%-7)((%."BC-C+C"&+(&').9"G5-"-%;)%G"5G"B&)+C
oPePCPPPIC

3+"($%9%"9(H.)%9?"B&()%+(9"(-%&(%."J)($"5-&;"/01#02"-%B5-(%."&"-%.H'()5+")+"T5($".&:()7%"&+.
+5'(H-+&;"B&)+?"&+."($%:"&;95"'5+9H7%.";%99"&+(&')."($&+"($%"B;&'%T5A(-%&(%."B&()%+(9C

Table 4: Mean Daily Doses of Antacid

^;'%-"=%&;%. ^;'%-"15("=%&;%.
N-&;"/01#02 PCPV PCRI
N-&;"B;&'%T5 PCRI ICML

Pathological Hypersecretory Conditions (such as Zollinger-Ellison syndrome):"/01#02
)+$)T)(9",&9(-)'"&')."9%'-%()5+"&+."-%.H'%9"5''H--%+'%"5G".)&--$%&?"&+5-%8)&?"&+."B&)+")+"B&()%+(9"J)($
B&($5;5,)'&;"$:B%-9%'-%()5+"&995')&(%."J)($"/5;;)+,%-AW;;)95+"9:+.-57%?"9:9(%7)'"7&9(5':(59)9?"&+.
5($%-"B&($5;5,)'&;"$:B%-9%'-%(5-:"'5+.)()5+9"<%C,C?"B59(5B%-&()*%?"p9$5-(A,H(p"9:+.-57%?").)5B&($)'>C
^9%"5G"5-&;"/01#02"J&9"G5;;5J%."T:"$%&;)+,"5G"H;'%-9")+"Q"5G"IZ"<M@b>"B&()%+(9"J$5"J%-%
)+(-&'(&T;%"(5"B-%*)5H9"($%-&B:C
3+"&"-%(-59B%'()*%"-%*)%J"5G"E@"/5;;)+,%-AW;;)95+"B&()%+(9",)*%+"/01#02"&9"&"'5+()+H5H9"3c

)+GH9)5+"G5-"HB"(5"IE".&:9?"+5"B&()%+(9".%*%;5B%."'57B;)'&()5+9"5G"&').AB%B()'".)9%&9%"9H'$"&9
T;%%.)+,"5-"B%-G5-&()5+C"0')."5H(BH("J&9"'5+(-5;;%."(5"≤IP"7WU[$C

INDICATIONS AND USAGE:"/01#02"3+4%'()5+"&+."/01#02"3+4%'()5+"6-%7)8%."&-%
)+.)'&(%.")+"957%"$59B)(&;)\%."B&()%+(9"J)($"B&($5;5,)'&;"$:B%-9%'-%(5-:"'5+.)()5+9"5-")+(-&'(&T;%



ZANTAC® (ranitidine hydrochloride) Injection
ZANTAC® (ranitidine hydrochloride) Injection Premixed

5

.H5.%+&;"H;'%-9?"5-"&9"&+"&;(%-+&()*%"(5"($%"5-&;".59&,%"G5-7"G5-"9$5-(A(%-7"H9%")+"B&()%+(9"J$5"&-%
H+&T;%"(5"(&a%"5-&;"7%.)'&()5+C

CONTRAINDICATIONS:"/01#02"3+4%'()5+"&+."/01#02"3+4%'()5+"6-%7)8%."&-%
'5+(-&)+.)'&(%."G5-"B&()%+(9"a+5J+"(5"$&*%"$:B%-9%+9)()*)(:"(5"($%".-H,C

PRECAUTIONS:
General:"IC"O:7B(57&()'"-%9B5+9%"(5"($%-&B:"J)($"/01#02".5%9"+5("B-%';H.%"($%"B-%9%+'%"5G
,&9(-)'"7&;),+&+':C
@C"O)+'%"/01#02")9"%8'-%(%."B-)7&-);:"T:"($%"a).+%:?".59&,%"9$5H;."T%"&.4H9(%.")+"B&()%+(9"J)($

)7B&)-%."-%+&;"GH+'()5+"<9%%"fNO0gW"01f"0f`313O#S0#3N1>C"2&H()5+"9$5H;."T%"5T9%-*%.")+
B&()%+(9"J)($"$%B&()'".:9GH+'()5+"9)+'%"/01#02")9"7%(&T5;)\%.")+"($%";)*%-C
LC"3+"'5+(-5;;%."9(H.)%9")+"+5-7&;"*5;H+(%%-9?"%;%*&()5+9")+"Og6#"$&*%"T%%+"5T9%-*%."J$%+

=@A&+(&,5+)9(9"$&*%"T%%+"&.7)+)9(%-%.")+(-&*%+5H9;:"&(",-%&(%-"($&+"-%'577%+.%.".59&,%9"G5-
E".&:9"5-";5+,%-C"#$%-%G5-%?")("9%%79"B-H.%+(")+"B&()%+(9"-%'%)*)+,"3c"-&+)().)+%"&(".59&,%9"≥IPP"7,
UC)C.C"G5-"B%-)5.9"5G"E".&:9"5-";5+,%-"(5"75+)(5-"Og6#".&);:"<G-57".&:"E>"G5-"($%"-%7&)+.%-"5G"3c
($%-&B:C
MC"l-&.:'&-.)&")+"&995')&()5+"J)($"-&B)."&.7)+)9(-&()5+"5G"/01#02"3+4%'()5+"$&9"T%%+"-%B5-(%.

-&-%;:?"H9H&;;:")+"B&()%+(9"J)($"G&'(5-9"B-%.)9B59)+,"(5"'&-.)&'"-$:($7".)9(H-T&+'%9C"S%'577%+.%.
-&(%9"5G"&.7)+)9(-&()5+"9$5H;."+5("T%"%8'%%.%."<9%%"fNO0gW"01f"0f`313O#S0#3N1>C
EC"S&-%"-%B5-(9"9H,,%9("($&("/01#02"7&:"B-%')B)(&(%"&'H(%"B5-B$:-)'"&((&'a9")+"B&()%+(9"J)($

&'H(%"B5-B$:-)&C"/01#02"9$5H;."($%-%G5-%"T%"&*5).%.")+"B&()%+(9"J)($"&"$)9(5-:"5G"&'H(%"B5-B$:-)&C
Laboratory Tests:"d&;9%AB59)()*%"(%9(9"G5-"H-)+%"B-5(%)+"J)($"`^X#3O#3q!"7&:"5''H-".H-)+,
($%-&B:"J)($"/01#02?"&+."($%-%G5-%"(%9()+,"J)($"9H;G59&;)':;)'"&').")9"-%'577%+.%.C
Drug Interactions:"0;($5H,$"/01#02"$&9"T%%+"-%B5-(%."(5"T)+."J%&a;:"(5"':(5'$-57%"6AMEP"in
vitro?"-%'577%+.%.".59%9"5G"($%".-H,".5"+5(")+$)T)("($%"&'()5+"5G"($%"':(5'$-57%"6AMEPi;)+a%.
58:,%+&9%"%+\:7%9")+"($%";)*%-C"=5J%*%-?"($%-%"$&*%"T%%+")95;&(%."-%B5-(9"5G".-H,")+(%-&'()5+9"($&(
9H,,%9("($&("/01#02"7&:"&GG%'("($%"T)5&*&);&T);)(:"5G"'%-(&)+".-H,9"T:"957%"7%'$&+)97"&9":%(
H+).%+()G)%."<%C,C?"&"B=A.%B%+.%+("%GG%'("5+"&T95-B()5+"5-"&"'$&+,%")+"*5;H7%"5G".)9(-)TH()5+>C
3+'-%&9%."5-".%'-%&9%."B-5($-57T)+"()7%9"$&*%"T%%+"-%B5-(%.".H-)+,"'5+'H--%+("H9%"5G"-&+)().)+%

&+."J&-G&-)+C"=5J%*%-?")+"$H7&+"B$&-7&'5a)+%()'"9(H.)%9"J)($".59&,%9"5G"-&+)().)+%"HB"(5
MPP"7,[.&:?"+5")+(%-&'()5+"5''H--%.Y"-&+)().)+%"$&."+5"%GG%'("5+"J&-G&-)+"';%&-&+'%"5-"B-5($-57T)+
()7%C"#$%"B599)T);)(:"5G"&+")+(%-&'()5+"J)($"J&-G&-)+"&(".59&,%9"5G"-&+)().)+%"$),$%-"($&+"MPP"7,[.&:
$&9"+5("T%%+")+*%9(),&(%.C
3+"&"-&+)().)+%A(-)&\5;&7".-H,A.-H,")+(%-&'()5+"9(H.:?"(-)&\5;&7"B;&97&"'5+'%+(-&()5+9"J%-%"$),$%-

.H-)+,"TC)C.C".59)+,"5G"-&+)().)+%"($&+"(-)&\5;&7",)*%+"&;5+%C"#$%"7%&+"&-%&"H+.%-"($%"(-)&\5;&7
'5+'%+(-&()5+A()7%"'H-*%"<0^2>"*&;H%9?")+"IQA"(5"VPA:%&-A5;."9HT4%'(9"J%-%"IPb"&+."@Qb"$),$%-
G5;;5J)+,"&.7)+)9(-&()5+"5G"REA7,"&+."IEPA7,"-&+)().)+%"(&T;%(9?"-%9B%'()*%;:?"($&+"(-)&\5;&7",)*%+
&;5+%C"3+"9HT4%'(9"5;.%-"($&+"VP":%&-9"5G"&,%?"($%"7%&+"0^2"*&;H%9"J%-%"&BB-58)7&(%;:"LPb"$),$%-
G5;;5J)+,"&.7)+)9(-&()5+"5G"REA7,"&+."IEPA7,"-&+)().)+%"(&T;%(9C"3("&BB%&-9"($&("($%-%"J%-%"+5
'$&+,%9")+"B$&-7&'5a)+%()'9"5G"(-)&\5;&7"&+."rA$:.-58:(-)&\5;&7?"&"7&45-"7%(&T5;)(%?"&+.")+"($%)-
%;)7)+&()5+C"S%.H'%.",&9(-)'"&').)(:".H%"(5"-&+)().)+%"7&:"$&*%"-%9H;(%.")+"&+")+'-%&9%")+"($%
&*&);&T);)(:"5G"(-)&\5;&7C"#$%"';)+)'&;"9),+)G)'&+'%"5G"($)9"(-)&\5;&7"&+."-&+)().)+%"B$&-7&'5a)+%()'
)+(%-&'()5+")9"H+a+5J+C
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Carcinogenesis, Mutagenesis, Impairment of Fertility:"#$%-%"J&9"+5")+.)'&()5+"5G"(H75-),%+)'"5-
'&-')+5,%+)'"%GG%'(9")+";)G%A9B&+"9(H.)%9")+"7)'%"&+."-&(9"&("5-&;".59&,%9"HB"(5"@PPP"7,[a,"B%-".&:C
S&+)().)+%"J&9"+5("7H(&,%+)'")+"9(&+.&-."T&'(%-)&;"(%9(9"<Salmonella?"Escherichia"coli>"G5-

7H(&,%+)')(:"&("'5+'%+(-&()5+9"HB"(5"($%"7&8)7H7"-%'577%+.%."G5-"($%9%"&99&:9C
3+"&".57)+&+(";%($&;"&99&:?"&"9)+,;%"5-&;".59%"5G"IPPP"7,[a,"(5"7&;%"-&(9"J&9"J)($5H("%GG%'("5+"($%

5H('57%"5G"(J5"7&()+,9"B%-"J%%a"G5-"($%"+%8("Z"J%%a9C
Pregnancy: Teratogenic Effects: Pregnancy Category B:"S%B-5.H'()5+"9(H.)%9"$&*%"T%%+
B%-G5-7%.")+"-&(9"&+."-&TT)(9"&("5-&;".59%9"HB"(5"IVP"()7%9"($%"$H7&+"5-&;".59%"&+."$&*%"-%*%&;%."+5
%*).%+'%"5G")7B&)-%."G%-();)(:"5-"$&-7"(5"($%"G%(H9".H%"(5"/01#02C"#$%-%"&-%?"$5J%*%-?"+5"&.%UH&(%
&+."J%;;A'5+(-5;;%."9(H.)%9")+"B-%,+&+("J57%+C"l%'&H9%"&+)7&;"-%B-5.H'()5+"9(H.)%9"&-%"+5("&;J&:9
B-%.)'()*%"5G"$H7&+"-%9B5+9%?"($)9".-H,"9$5H;."T%"H9%.".H-)+,"B-%,+&+':"5+;:")G"';%&-;:"+%%.%.C
Nursing Mothers:"/01#02")9"9%'-%(%.")+"$H7&+"7);aC"2&H()5+"9$5H;."T%"%8%-')9%."J$%+
/01#02")9"&.7)+)9(%-%."(5"&"+H-9)+,"75($%-C
Pediatric Use:"#$%"9&G%(:"&+."%GG%'()*%+%99"5G"/01#02"3+4%'()5+"$&*%"T%%+"%9(&T;)9$%.")+"($%
&,%A,-5HB"5G"I"75+($"(5"IV":%&-9"G5-"($%"(-%&(7%+("5G".H5.%+&;"H;'%-C"^9%"5G"/01#02")+"($)9"&,%A
,-5HB")9"9HBB5-(%."T:"&.%UH&(%"&+."J%;;A'5+(-5;;%."9(H.)%9")+"&.H;(9?"&9"J%;;"&9"&..)()5+&;
B$&-7&'5a)+%()'".&(&")+"B%.)&(-)'"B&()%+(9?"&+."&+"&+&;:9)9"5G"($%"BHT;)9$%.";)(%-&(H-%C
O&G%(:"&+."%GG%'()*%+%99")+"B%.)&(-)'"B&()%+(9"G5-"($%"(-%&(7%+("5G"B&($5;5,)'&;"$:B%-9%'-%(5-:

'5+.)()5+9"$&*%"+5("T%%+"%9(&T;)9$%.C
X)7)(%.".&(&")+"+%5+&(&;"B&()%+(9"<;%99"($&+"5+%"75+($"5G"&,%>"-%'%)*)+,"W2`N"9H,,%9("($&(

/01#02"7&:"T%"H9%GH;"&+."9&G%"G5-")+'-%&9)+,",&9(-)'"B="G5-"B&()%+(9"&("-)9a"5G",&9(-5)+(%9()+&;
$%75--$&,%C
Geriatric Use:"2;)+)'&;"9(H.)%9"5G"/01#02"3+4%'()5+".)."+5(")+';H.%"9HGG)')%+("+H7T%-9"5G"9HT4%'(9
&,%."VE"&+."5*%-"(5".%(%-7)+%"J$%($%-"($%:"-%9B5+.%.".)GG%-%+(;:"G-57":5H+,%-"9HT4%'(9C"=5J%*%-?
)+"';)+)'&;"9(H.)%9"5G"5-&;"G5-7H;&()5+9"5G"/01#02,"5G"($%"(5(&;"+H7T%-"5G"9HT4%'(9"%+-5;;%.")+"^O
&+."G5-%),+"'5+(-5;;%."';)+)'&;"(-)&;9?"G5-"J$)'$"($%-%"J%-%"9HT,-5HB"&+&;:9%9?"MIZR"J%-%"VE"&+.
5*%-?"J$);%"QZZ"J%-%"RE"&+."5*%-C"15"5*%-&;;".)GG%-%+'%9")+"9&G%(:"5-"%GG%'()*%+%99"J%-%"5T9%-*%.
T%(J%%+"($%9%"9HT4%'(9"&+.":5H+,%-"9HT4%'(9?"&+."5($%-"-%B5-(%."';)+)'&;"%8B%-)%+'%"$&9"+5(
).%+()G)%.".)GG%-%+'%9")+"-%9B5+9%9"T%(J%%+"($%"%;.%-;:"&+.":5H+,%-"B&()%+(9?"TH(",-%&(%-"9%+9)()*)(:
5G"957%"5;.%-")+.)*).H&;9"'&++5("T%"-H;%."5H(.
#$)9".-H,")9"a+5J+"(5"T%"9HT9(&+()&;;:"%8'-%(%."T:"($%"a).+%:"&+."($%"-)9a"5G"(58)'"-%&'()5+9"(5

($)9".-H,"7&:"T%",-%&(%-")+"B&()%+(9"J)($")7B&)-%."-%+&;"GH+'()5+C"l%'&H9%"%;.%-;:"B&()%+(9"&-%"75-%
;)a%;:"(5"$&*%".%'-%&9%."-%+&;"GH+'()5+?"'&H()5+"9$5H;."T%"%8%-')9%.")+".59%"9%;%'()5+?"&+.")("7&:"T%
H9%GH;"(5"75+)(5-"-%+&;"GH+'()5+"<9%%"2X31320X"6=0S`02NXNgsK"6$&-7&'5a)+%()'9K"g%-)&(-)'
^9%"&+."fNO0gW"01f"0f`313O#S0#3N1K"f59&,%"0.4H9(7%+("G5-"6&()%+(9"J)($"37B&)-%.
S%+&;"dH+'()5+>C

ADVERSE REACTIONS:"#-&+9)%+("B&)+"&("($%"9)(%"5G"3`")+4%'()5+"$&9"T%%+"-%B5-(%.C"#-&+9)%+(
;5'&;"TH-+)+,"5-")('$)+,"$&9"T%%+"-%B5-(%."J)($"3c"&.7)+)9(-&()5+"5G"/01#02C
#$%"G5;;5J)+,"$&*%"T%%+"-%B5-(%."&9"%*%+(9")+"';)+)'&;"(-)&;9"5-")+"($%"-5H()+%"7&+&,%7%+("5G

B&()%+(9"(-%&(%."J)($"5-&;"5-"B&-%+(%-&;"/01#02C"#$%"-%;&()5+9$)B"(5"($%-&B:"J)($"/01#02"$&9
T%%+"H+';%&-")+"7&+:"'&9%9C"=%&.&'$%?"957%()7%9"9%*%-%?"9%%79"(5"T%"-%;&(%."(5"&.7)+)9(-&()5+"5G
/01#02C
Central Nervous System:"S&-%;:?"7&;&)9%?".)\\)+%99?"957+5;%+'%?")+957+)&?"&+."*%-(),5C"S&-%
'&9%9"5G"-%*%-9)T;%"7%+(&;"'5+GH9)5+?"&,)(&()5+?".%B-%99)5+?"&+."$&;;H')+&()5+9"$&*%"T%%+"-%B5-(%.?
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B-%.57)+&+(;:")+"9%*%-%;:");;"%;.%-;:"B&()%+(9C"S&-%"'&9%9"5G"-%*%-9)T;%"T;H--%."*)9)5+"9H,,%9()*%"5G"&
'$&+,%")+"&''5775.&()5+"$&*%"T%%+"-%B5-(%.C"S&-%"-%B5-(9"5G"-%*%-9)T;%")+*5;H+(&-:"75(5-
.)9(H-T&+'%9"$&*%"T%%+"-%'%)*%.C
Cardiovascular:"09"J)($"5($%-"=@AT;5'a%-9?"-&-%"-%B5-(9"5G"&--$:($7)&9"9H'$"&9"(&'$:'&-.)&?
T-&.:'&-.)&?"&9:9(5;%?"&(-)5*%+(-)'H;&-"T;5'a?"&+."B-%7&(H-%"*%+(-)'H;&-"T%&(9C
Gastrointestinal:"25+9()B&()5+?".)&--$%&?"+&H9%&[*57)()+,?"&T.57)+&;".)9'57G5-([B&)+?"&+."-&-%
-%B5-(9"5G"B&+'-%&()()9C
Hepatic: 3+"+5-7&;"*5;H+(%%-9?"Og6#"*&;H%9"J%-%")+'-%&9%."(5"&(";%&9("(J)'%"($%"B-%(-%&(7%+(";%*%;9
)+"V"5G"I@"9HT4%'(9"-%'%)*)+,"IPP"7,"UC)C.C")+(-&*%+5H9;:"G5-"R".&:9?"&+.")+"M"5G"@M"9HT4%'(9"-%'%)*)+,
EP"7,"UC)C.C")+(-&*%+5H9;:"G5-"E".&:9C"#$%-%"$&*%"T%%+"5''&9)5+&;"-%B5-(9"5G"$%B&(5'%;;H;&-?
'$5;%9(&()'?"5-"7)8%."$%B&()()9?"J)($"5-"J)($5H("4&H+.)'%C"3+"9H'$"')-'H79(&+'%9?"-&+)().)+%"9$5H;."T%
)77%.)&(%;:".)9'5+()+H%.C"#$%9%"%*%+(9"&-%"H9H&;;:"-%*%-9)T;%?"TH(")+"-&-%"')-'H79(&+'%9".%&($"$&9
5''H--%.C"S&-%"'&9%9"5G"$%B&()'"G&);H-%"$&*%"&;95"T%%+"-%B5-(%.C
Musculoskeletal:"S&-%"-%B5-(9"5G"&-($-&;,)&9"&+."7:&;,)&9C
Hematologic:"l;55."'5H+("'$&+,%9"<;%Ha5B%+)&?",-&+H;5':(5B%+)&?"&+."($-57T5':(5B%+)&>"$&*%
5''H--%.")+"&"G%J"B&()%+(9C"#$%9%"J%-%"H9H&;;:"-%*%-9)T;%C"S&-%"'&9%9"5G"&,-&+H;5':(59)9?
B&+':(5B%+)&?"957%()7%9"J)($"7&--5J"$:B5B;&9)&?"&+."&B;&9()'"&+%7)&"&+."%8'%%.)+,;:"-&-%"'&9%9"5G
&'UH)-%.")77H+%"$%75;:()'"&+%7)&"$&*%"T%%+"-%B5-(%.C
Endocrine:"25+(-5;;%."9(H.)%9")+"&+)7&;9"&+."$H7&+9"$&*%"9$5J+"+5"9()7H;&()5+"5G"&+:"B)(H)(&-:
$5-75+%"T:"/01#02"&+."+5"&+()&+.-5,%+)'"&'()*)(:?"&+."')7%().)+%A)+.H'%.",:+%'57&9()&"&+.
)7B5(%+'%")+"$:B%-9%'-%(5-:"B&()%+(9"$&*%"-%95;*%."J$%+"/01#02"$&9"T%%+"9HT9()(H(%.C"=5J%*%-?
5''&9)5+&;"'&9%9"5G",:+%'57&9()&?")7B5(%+'%?"&+.";599"5G";)T).5"$&*%"T%%+"-%B5-(%.")+"7&;%"B&()%+(9
-%'%)*)+,"/01#02?"TH("($%")+').%+'%".)."+5(".)GG%-"G-57"($&(")+"($%",%+%-&;"B5BH;&()5+C
Integumentary:"S&9$?")+';H.)+,"-&-%"'&9%9"5G"%-:($%7&"7H;()G5-7%?"&+.?"-&-%;:?"&;5B%')&"&+.
*&9'H;)()9C
Other:"S&-%"'&9%9"5G"$:B%-9%+9)()*)(:"-%&'()5+9"<%C,C?"T-5+'$59B&97?"G%*%-?"-&9$?"%59)+5B$);)&>?
&+&B$:;&8)9?"&+,)5+%H-5()'"%.%7&?"&+."97&;;")+'-%&9%9")+"9%-H7"'-%&()+)+%C

OVERDOSAGE:"#$%-%"$&9"T%%+"*)-(H&;;:"+5"%8B%-)%+'%"J)($"5*%-.59&,%"J)($"/01#02"3+4%'()5+
&+.";)7)(%."%8B%-)%+'%"J)($"5-&;".59%9"5G"-&+)().)+%C"S%B5-(%."&'H(%")+,%9()5+9"5G"HB"(5"IQ","5-&;;:
$&*%"T%%+"&995')&(%."J)($"(-&+9)%+("&.*%-9%"%GG%'(9"9)7);&-"(5"($59%"%+'5H+(%-%.")+"+5-7&;"';)+)'&;
%8B%-)%+'%"<9%%"0fcWSOW"SW02#3N1O>C"3+"&..)()5+?"&T+5-7&;)()%9"5G",&)("&+."$:B5(%+9)5+"$&*%
T%%+"-%B5-(%.C
]$%+"5*%-.59&,%"5''H-9?"';)+)'&;"75+)(5-)+,"&+."9HBB5-()*%"($%-&B:"9$5H;."T%"%7B;5:%.C
O(H.)%9")+".5,9"-%'%)*)+,".59&,%9"5G"/01#02")+"%8'%99"5G"@@E"7,[a,"B%-".&:"$&*%"9$5J+

7H9'H;&-"(-%75-9?"*57)()+,?"&+."-&B)."-%9B)-&()5+C"O)+,;%"5-&;".59%9"5G"IPPP"7,[a,")+"7)'%"&+."-&(9
J%-%"+5(";%($&;C"3+(-&*%+5H9"XfEP"*&;H%9")+"7)'%"&+."-&(9"J%-%"RR"&+."QL"7,[a,?"-%9B%'()*%;:C

DOSAGE AND ADMINISTRATION:
Parenteral Administration:"3+"957%"$59B)(&;)\%."B&()%+(9"J)($"B&($5;5,)'&;"$:B%-9%'-%(5-:
'5+.)()5+9"5-")+(-&'(&T;%".H5.%+&;"H;'%-9?"5-")+"B&()%+(9"J$5"&-%"H+&T;%"(5"(&a%"5-&;"7%.)'&()5+?
/01#02"7&:"T%"&.7)+)9(%-%."B&-%+(%-&;;:"&''5-.)+,"(5"($%"G5;;5J)+,"-%'577%+.&()5+9K

Intramuscular Injection:"EP"7,"<@"7X>"%*%-:"V"(5"Q"$5H-9C"<15".);H()5+"+%'%99&-:C>
Intermittent Intravenous Injection:
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a. Intermittent Bolus:"EP"7,"<@"7X>"%*%-:"V"(5"Q"$5H-9C"f);H(%"/01#02"3+4%'()5+?"EP"7,?")+
PCZb"95.)H7"'$;5-).%")+4%'()5+"5-"5($%-"'57B&()T;%"3c"95;H()5+"<9%%"O(&T);)(:>"(5"&"'5+'%+(-&()5+"+5
,-%&(%-"($&+"@CE"7,[7X"<@P"7X>C"3+4%'("&("&"-&(%"+5",-%&(%-"($&+"M"7X[7)+"<E"7)+H(%9>C

b. Intermittent Infusion:"EP"7,"<@"7X>"%*%-:"V"(5"Q"$5H-9C"f);H(%"/01#02"3+4%'()5+?"EP"7,?
)+"Eb".%8(-59%")+4%'()5+"5-"5($%-"'57B&()T;%"3c"95;H()5+"<9%%"O(&T);)(:>"(5"&"'5+'%+(-&()5+"+5",-%&(%-
($&+"PCE"7,[7X"<IPP"7X>C"3+GH9%"&("&"-&(%"+5",-%&(%-"($&+"E"(5"R"7X[7)+"<IE"(5"@P"7)+H(%9>C
/01#02"3+4%'()5+"6-%7)8%."95;H()5+?"EP"7,?")+"PCMEb"95.)H7"'$;5-).%?"EP"7X?"-%UH)-%9"+5

.);H()5+"&+."9$5H;."T%")+GH9%."5*%-"IE"(5"@P"7)+H(%9C
3+"957%"B&()%+(9")("7&:"T%"+%'%99&-:"(5")+'-%&9%".59&,%C"]$%+"($)9")9"+%'%99&-:?"($%")+'-%&9%9

9$5H;."T%"7&.%"T:"75-%"G-%UH%+("&.7)+)9(-&()5+"5G"($%".59%?"TH(",%+%-&;;:"9$5H;."+5("%8'%%.
MPP"7,[.&:C

Continuous Intravenous Infusion:"0.."/01#02"3+4%'()5+"(5"Eb".%8(-59%")+4%'()5+"5-"5($%-
'57B&()T;%"3c"95;H()5+"<9%%"O(&T);)(:>C"f%;)*%-"&("&"-&(%"5G"VC@E"7,[$"<%C,C?"IEP"7,"DV"7XF"5G
/01#02"3+4%'()5+")+"@EP"7X"5G"Eb".%8(-59%")+4%'()5+"&("IPCR"7X[$>C
d5-"/5;;)+,%-AW;;)95+"B&()%+(9?".);H(%"/01#02"3+4%'()5+")+"Eb".%8(-59%")+4%'()5+"5-"5($%-

'57B&()T;%"3c"95;H()5+"<9%%"O(&T);)(:>"(5"&"'5+'%+(-&()5+"+5",-%&(%-"($&+"@CE"7,[7XC"O(&-("($%
)+GH9)5+"&("&"-&(%"5G"ICP"7,[a,"B%-"$5H-C"3G"&G(%-"M"$5H-9"%)($%-"&"7%&9H-%.",&9(-)'"&')."5H(BH(")9
jIP"7WU[$"5-"($%"B&()%+("T%'57%9"9:7B(57&()'?"($%".59%"9$5H;."T%"&.4H9(%."HBJ&-.")+"PCEA7,[a,
B%-"$5H-")+'-%7%+(9?"&+."($%"&')."5H(BH("9$5H;."T%"-%7%&9H-%.C"f59&,%9"HB"(5"@CE"7,[a,"B%-"$5H-
&+.")+GH9)5+"-&(%9"&9"$),$"&9"@@P"7,[$"$&*%"T%%+"H9%.C
Pediatric UseK"]$);%";)7)(%.".&(&"%8)9("5+"($%"&.7)+)9(-&()5+"5G"3c"-&+)().)+%"(5"'$);.-%+?"($%
-%'577%+.%.".59%")+"B%.)&(-)'"B&()%+(9")9"G5-"&"(5(&;".&);:".59%"5G"@"(5"M"7,[a,?"(5"T%".)*).%."&+.
&.7)+)9(%-%."%*%-:"V"(5"Q"$5H-9?"HB"(5"&"7&8)7H7"5G"EP"7,",)*%+"%*%-:"V"(5"Q"$5H-9C"#$)9
-%'577%+.&()5+")9".%-)*%."G-57"&.H;("';)+)'&;"9(H.)%9"&+."B$&-7&'5a)+%()'".&(&")+"B%.)&(-)'
B&()%+(9C"X)7)(%.".&(&")+"+%5+&(&;"B&()%+(9"<;%99"($&+"5+%"75+($"5G"&,%>"-%'%)*)+,"W2`N"$&*%"9$5J+
($&("&".59%"5G"@"7,[a,")9"H9H&;;:"9HGG)')%+("(5")+'-%&9%",&9(-)'"B="(5">M"G5-"&(";%&9("IE"$5H-9C
#$%-%G5-%?".59%9"5G"@"7,[a,",)*%+"%*%-:"I@"(5"@M"$5H-9"5-"&9"&"'5+()+H5H9")+GH9)5+"9$5H;."T%
'5+9).%-%.C
ZANTAC Injection Premixed in Flexible Plastic Containers:"Instructions"for Use:"To Open:
#%&-"5H(%-"J-&B"&("+5('$"&+."-%75*%"95;H()5+"'5+(&)+%-C"2$%'a"G5-"7)+H(%";%&a9"T:"9UH%%\)+,
'5+(&)+%-"G)-7;:C"3G";%&a9"&-%"G5H+.?".)9'&-."H+)("&9"9(%-);)(:"7&:"T%")7B&)-%.C

Preparation for Administration:"^9%"&9%B()'"(%'$+)UH%C
IC 2;59%"G;5J"'5+(-5;"';&7B"5G"&.7)+)9(-&()5+"9%(C
@C S%75*%"'5*%-"G-57"5H(;%("B5-("&("T5((57"5G"'5+(&)+%-C
LC 3+9%-("B)%-')+,"B)+"5G"&.7)+)9(-&()5+"9%(")+(5"B5-("J)($"&"(J)9()+,"75()5+"H+();"($%"B)+")9"G)-7;:
9%&(%.C"1N#WK"O%%"GH;;".)-%'()5+9"5+"&.7)+)9(-&()5+"9%("'&-(5+C

MC OH9B%+."'5+(&)+%-"G-57"$&+,%-C
EC OUH%%\%"&+."-%;%&9%".-)B"'$&7T%-"(5"%9(&T;)9$"B-5B%-"G;H).";%*%;")+"'$&7T%-".H-)+,")+GH9)5+"5G
/01#02"3+4%'()5+"6-%7)8%.C

VC NB%+"G;5J"'5+(-5;"';&7B"(5"%8B%;"&)-"G-57"9%(C"2;59%"';&7BC
RC 0((&'$"9%("(5"*%+)BH+'(H-%".%*)'%C"3G".%*)'%")9"+5(")+.J%;;)+,?"B-)7%"&+."7&a%"*%+)BH+'(H-%C
QC 6%-G5-7"*%+)BH+'(H-%C
ZC S%,H;&(%"-&(%"5G"&.7)+)9(-&()5+"J)($"G;5J"'5+(-5;"';&7BC

Caution:"/01#02"3+4%'()5+"6-%7)8%.")+"G;%8)T;%"B;&9()'"'5+(&)+%-9")9"(5"T%"&.7)+)9(%-%."T:
9;5J"3c".-)B")+GH9)5+"5+;:C"Additives should not be introduced into this"solution."3G"H9%."J)($"&
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B-)7&-:"3c"G;H)."9:9(%7?"($%"B-)7&-:"95;H()5+"9$5H;."T%".)9'5+()+H%.".H-)+,"/01#02"3+4%'()5+
6-%7)8%.")+GH9)5+C
f5"+5("&.7)+)9(%-"H+;%99"95;H()5+")9"';%&-"&+."'5+(&)+%-")9"H+.&7&,%.C
Warning:"f5"+5("H9%"G;%8)T;%"B;&9()'"'5+(&)+%-")+"9%-)%9"'5++%'()5+9C

Dosage Adjustment for Patients With Impaired Renal Function:"#$%"&.7)+)9(-&()5+"5G
-&+)().)+%"&9"&"'5+()+H5H9")+GH9)5+"$&9"+5("T%%+"%*&;H&(%.")+"B&()%+(9"J)($")7B&)-%."-%+&;"GH+'()5+C
N+"($%"T&9)9"5G"%8B%-)%+'%"J)($"&",-5HB"5G"9HT4%'(9"J)($"9%*%-%;:")7B&)-%."-%+&;"GH+'()5+"(-%&(%.
J)($"/01#02?"($%"-%'577%+.%.".59&,%")+"B&()%+(9"J)($"&"'-%&()+)+%"';%&-&+'%"eEP"7X[7)+")9
EP"7,"%*%-:"IQ"(5"@M"$5H-9C"O$5H;."($%"B&()%+(t9"'5+.)()5+"-%UH)-%?"($%"G-%UH%+':"5G".59)+,"7&:"T%
)+'-%&9%."(5"%*%-:"I@"$5H-9"5-"%*%+"GH-($%-"J)($"'&H()5+C"=%75.)&;:9)9"-%.H'%9"($%";%*%;"5G
')-'H;&()+,"-&+)().)+%C"3.%&;;:?"($%".59)+,"9'$%.H;%"9$5H;."T%"&.4H9(%."95"($&("($%"()7)+,"5G"&
9'$%.H;%.".59%"'5)+').%9"J)($"($%"%+."5G"$%75.)&;:9)9C
W;.%-;:"B&()%+(9"&-%"75-%";)a%;:"(5"$&*%".%'-%&9%."-%+&;"GH+'()5+?"($%-%G5-%"'&H()5+"9$5H;."T%

%8%-')9%.")+".59%"9%;%'()5+?"&+.")("7&:"T%"H9%GH;"(5"75+)(5-"-%+&;"GH+'()5+"<9%%"2X31320X
6=0S`02NXNgsK"6$&-7&'5a)+%()'9K"g%-)&(-)'"^9%"&+."6SW20^#3N1OK"g%-)&(-)'"^9%>C
Stability:"^+.);H(%.?"/01#02"3+4%'()5+"(%+.9"(5"%8$)T)("&":%;;5J"'5;5-"($&("7&:")+(%+9)G:"5*%-"()7%
J)($5H("&.*%-9%;:"&GG%'()+,"B5(%+':C"/01#02"3+4%'()5+")9"9(&T;%"G5-"MQ"$5H-9"&("-557"(%7B%-&(H-%
J$%+"&..%."(5"5-".);H(%."J)($"759("'5775+;:"H9%."3c"95;H()5+9?"%C,C?"PCZb"95.)H7"'$;5-).%
)+4%'()5+?"Eb".%8(-59%")+4%'()5+?"IPb".%8(-59%")+4%'()5+?";&'(&(%."-)+,%-t9")+4%'()5+?"5-"Eb"95.)H7
T)'&-T5+&(%")+4%'()5+C
/01#02"3+4%'()5+"6-%7)8%.")+"G;%8)T;%"B;&9()'"'5+(&)+%-9")9"9(%-);%"($-5H,$"($%"%8B)-&()5+".&(%

5+"($%";&T%;"J$%+"9(5-%."H+.%-"-%'577%+.%."'5+.)()5+9C
Note:"6&-%+(%-&;".-H,"B-5.H'(9"9$5H;."T%")+9B%'(%."*)9H&;;:"G5-"B&-()'H;&(%"7&((%-"&+.".)9'5;5-&()5+
T%G5-%"&.7)+)9(-&()5+"J$%+%*%-"95;H()5+"&+."'5+(&)+%-"B%-7)(C

HOW SUPPLIED:
ZANTAC Injection?"@E"7,[7X?"'5+(&)+)+,"B$%+5;"PCEb"&9"B-%9%-*&()*%?")9"&*&);&T;%"&9"G5;;5J9K

1f2"PIRLAPLV@ALQ"@A7X"9)+,;%A.59%"*)&;9"<#-&:"5G"IP>
1f2"PIRLAPLVLAPI"VA7X"7H;().59%"*)&;9"<O)+,;%9>

Store between 4° and 30°C (39° and 86°F). Protect from light.
ZANTAC Injection Premixed?"EP"7,[EP"7X?")+"PCMEb"95.)H7"'$;5-).%?")9"&*&);&T;%"&9"&"9(%-);%?

B-%7)8%."95;H()5+"G5-"3c"&.7)+)9(-&()5+")+"9)+,;%A.59%?"G;%8)T;%"B;&9()'"'5+(&)+%-9"<1f2"PIRLAPMMIA
PP>"<'&9%"5G"@M>C"3("'5+(&)+9"+5"B-%9%-*&()*%9C

Store between 2° and 25°C (36° and 77°F). Protect from light.
W8B59H-%"5G"B$&-7&'%H()'&;"B-5.H'(9"(5"$%&("9$5H;."T%"7)+)7)\%.C"0*5)."%8'%99)*%"$%&(Y

$5J%*%-?"T-)%G"%8B59H-%"HB"(5"MPu2".5%9"+5("&.*%-9%;:"&GG%'("($%"B-5.H'(C"6-5(%'("G-57"G-%%\)+,C

g;&85"]%;;'57%"3+'C
S%9%&-'$"#-)&+,;%"6&-a?"12"@RRPZ

/01#02!"3+4%'()5+K
g;&85"]%;;'57%"3+'C
S%9%&-'$"#-)&+,;%"6&-a?"12"@RRPZ
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/01#02!"3+4%'()5+"6-%7)8%.K
`&+HG&'(H-%."G5-"g;&85"]%;;'57%"3+'C
S%9%&-'$"#-)&+,;%"6&-a?"12"@RRPZ
T:"0TT5(("X&T5-&(5-)%9?"15-($"2$)'&,5?"3X"VPPVM

^O"6&(%+("15C"M?EQE?RZP

v25B:-),$("IZZV?"IZZZ?"@PPI?"g;&85"]%;;'57%"3+'C"0;;"-),$(9"-%9%-*%.C

wH+%"@PPI SXAZLR


